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CENTER FOR VETERINARY BIOLOGICSNOTICE NO. 02-02

Subject: Change in Finished Labd Submission Requirement

To: Biologics Licensees, Permittees, and Applicants
Veterinary Services Management Team
Directors, Center for Veterinary Biologics

. PURPOSE

The purpose of this natice isto inform interested parties of a reduction in the number of copies
of finished labelsfor biologica products required to be submitted to the Center for Veterinary
Biologics (CVB) for gpprova and filing.

[I. POLICY

Labels used with biologica products prepared at licensed establishments or imported for
distribution and sdle must be submitted to the CVB for approva prior to use. The number of
copies of labels required to be submitted is specified in 9 CFR 112.5 (d). Aspart of ongoing
efforts to streamline critica processes, the CVB has merged portions of their filing systems,
reducing the number of copies of labels necessary for filing purposes.

Effective immediately, establishments need provide only two copies of finished labeling
materias submitted in accordance with 9 CFR 112.5 (d)(1)(iii) and (iv), rather than three as
currently stated. The number of labe sketches, per 9 CFR 112.5 (d)(1)(i) and (ii), isnot
changed; two copies of labd sketches should continue to be provided.
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